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(i) The microorganism is labeled in 
accordance with section 12(a)(1)(B) of 
the Act, when the microorganism is 
distributed in commerce. 

(ii) The manufacturer and processor 
can document at the commencement of 
manufacturing or processing that the 
person to whom the microorganism 
will be distributed intends to export it 
or process it solely for export as de-
fined in § 721.3 of this chapter. 

§ 725.12 Identification of microorga-
nisms for Inventory and other list-
ing purposes. 

To identify and list microorganisms 
on the Inventory, both taxonomic des-
ignations and supplemental informa-
tion will be used. The supplemental in-
formation required in paragraph (b) of 
this section will be used to specifically 
describe an individual microorganism 
on the Inventory. Submitters must 
provide the supplemental information 
required by paragraph (b) of this sec-
tion to the extent necessary to enable 
a microorganism to be accurately and 
unambiguously identified on the Inven-
tory. 

(a) Taxonomic designation. The taxo-
nomic designation of a microorganism 
must be provided for the donor orga-
nism and the recipient microorganism 
to the level of strain, as appropriate. 
These designations must be substan-
tiated by a letter from a culture collec-
tion, literature references, or the re-
sults of tests conducted for the purpose 
of taxonomic classification. Upon 
EPA’s request to the submitter, data 
supporting the taxonomic designation 
must be provided to EPA. The genetic 
history of the recipient microorganism 
should be documented back to the iso-
late from which it was derived. 

(b) Supplemental information. The sup-
plemental information described in 
paragraphs (b)(1) and (b)(2) of this sec-
tion is required to the extent that it 
enables a microorganism to be accu-
rately and unambiguously identified. 

(1) Phenotypic information. 
Phenotypic information means perti-
nent traits that result from the inter-
action of a microorganism’s genotype 
and the environment in which it is in-
tended to be used and may include in-
tentionally added biochemical and 
physiological traits. 

(2) Genotypic information. Genotypic 
information means the pertinent and 
distinguishing genotypic characteris-
tics of a microorganism, such as the 
identity of the introduced genetic ma-
terial and the methods used to con-
struct the reported microorganism. 
This also may include information on 
the vector construct, the cellular loca-
tion, and the number of copies of the 
introduced genetic material. 

§ 725.15 Determining applicability 
when microorganism identity or 
use is confidential or uncertain. 

(a) Consulting EPA. Persons intending 
to conduct activities involving micro-
organisms may determine their obliga-
tions under this part by consulting the 
Inventory or the microorganisms and 
uses specified in § 725.239 or in subpart 
M of this part. This section establishes 
procedures for EPA to assist persons in 
determining whether the microorga-
nism or the use is listed on the Inven-
tory, in § 725.239 or in subpart M of this 
part. 

(1) Confidential identity or use. In 
some cases it may not be possible to di-
rectly determine if a specific micro-
organism is listed, because portions of 
that entry may contain generic infor-
mation to protect confidential business 
information (CBI). If any portion of the 
microorganism’s identity or use has 
been claimed as CBI, that portion does 
not appear on the public version of the 
Inventory, in § 725.239 or in subpart M 
of this part. Instead, it is contained in 
a confidential version held in EPA’s 
Confidential Business Information Cen-
ter (CBIC). The public versions contain 
generic information which masks the 
confidential business information. A 
person who intends to conduct an ac-
tivity involving a microorganism or 
use whose entry is described with ge-
neric information will need to inquire 
of EPA whether the unreported micro-
organism or use is on the confidential 
version. 

(2) Uncertain microorganism iden-
tity. The current state of scientific 
knowledge leads to some imprecision 
in describing a microorganism. As the 
state of knowledge increases, EPA will 
be developing policies to determine 
whether one microorganism is equiva-
lent to another. Persons intending to 
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